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Nwcmhcr 22, i ‘)96

Mr. Allen Carson, CEO
Grt.wnbricr Rcspiral(wy Cfirc !krvitxs, Inc.
175 hl~w!h Seneca Triiii
l;airlc;l. West Virginiti 24902

Dear Mr. Carson:

B An in.spec[ion t}f your facility was conducted by a representative of the ware of West Virginia
under contrac[ to the Food and Drug Administration (FDA) on Octokr 8, 1996. During the
insptmi{m. devititions from the Current Good Manufacturing Practicx (GMP) Re@ttions
11’itit 21, Code O( F’tderal Rcrzulatkms KFR), Parts 210 & 2 I I 1were (dwcrvwl. These
tkvliitions cituse your Oxygen, (J. S, P [o be adulterated within {hc meaning (}!’ Section
501(a){2 )(B) of the Federal Food, Drug, and Ct~smctic Act (the Act). ‘rhc deviations
inckkd the f(dlowing:

1. l:ail[~rc (() adequately test each hatch of Oxygen. [J. S.P. Iiw contiwmatwc to fins!
spccifkiltions for [he drug product pritw to release, Y(mr (irm fiiild 10 test at least
Ivw cylinder from each manifold tilling sequcncc, 121 C’FR 211.165(a)]
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5. . I;uilurc w pcrfo;rn iidcqu:~[c prc-fill, fill, and post-fill (Jperati(nvi (m ~ii~h high-
prcssr.Jrccylinder filled, Your firm failed [o perform [hc hamnwr and tcmperamrc
IWXS on twch cylinder fiihxi. [21 CFR 21 1.84{dN3)f

(), I:itilurc to cs(irblish adequate batch production and cimtrol records Iiw each birfch of
oxygen, U,S, P., including documentation that each significant slep in the
manufacture, processing, packing, or holding of the batch was accornplislwcl iit the

iimc of performance. Your firm’s batch production records lacked the pre-fili, fill,
and post-fill operations performed on each cylinder filled. Additionally, hatch records
were not endorsed by a person directly supervising or checking each significant step
in the operation, (2 I CFR 211. 188(b)] . .

The above listed violations arc not intendedto be an all-inclusive list of deficiencies at your
facility, it is your responsibility to assure [hat your establishment is in cornpliimcc with all
requirements of the federal regulations. Federal agencies are advised of the issuance of all
Warning Letters about drugs and devices so that they may take this informittion into account
when considering the award of contracts,

By copy of this Ietmr, we arc advising the Health Care Financing Adrninistra[ion (HCFA)
[hat ow inspection revealed significant deviations from the Act, They may elect co defer or
discontinue payment for any health care product in violation of state or federal law.

You should take prompt action m correct the.sedeviations. Failure to do so may rcsuh in
regulatory action without further notice, such as scizufi: ami/or injunclirm. Enc i(~d IS a
compressed medical gases guicfclirw w)wh discusses the applicability of [hc current Good
Manufacturing Practice Regulations [o meJical gas manufacturers

Yiw shtmld notify this office in writing, within 15 working days 01 rcccip[ 01”!his Iet[er. (d’
spcci fic sieps you have taken t{) cmm:ct the noted violations and 10 prevcnl Iheir recurrence.
If c(mcclive iict ion cannot hc comfdctcd within 15 days, suite the reason !(~r thc delay ;tnd
the t inw w irhin which the u(mccti(]n~ will hc completed.

Your reply should be sent t(} the I;(NMIam.! Dmg Adminislratkm. Richtmmd Resident IJost,
107I () Midlo[hian Turnpike. Suite 424. Richmond, Virginia 23235, I(} the ;l[~cn[iorr t)t’ Scon
J. Macln[ire. Complian& officer, 1

—-. ..



lxx Ill I’ilc, II1;RMAI, III; N-MA2M), II1;H-MA24[) fSi!ntli~~ll~}, 111’1/hf/\25t}, 111’A 224,
lll;(’ 210, [11:1-35 (purged), ll[;(’ 340, l[l;l) 3(H), Ill;l{ MA.?.$4S. 1111{ f’viA2f3[}.
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Mr. Dennis (.-arrdl

Awchfc I@kml Adminhdr;it{)r

fl(’I;A
I<(MW1 3 l(x)
3535 Mi~rk~t StJC~(
Philadelphia. PA 19101 (purged)

WCSIVirginia Board of Pharmacy
236 Capitol Street
Chtirleston, WV 25301 (purged)

Bureau For Public Health
office of J%vironmental Health Services
815 Quarricr Street, Suite 418
(.”htirlcston. WV 25301c2616 (purged)
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